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The title of the invention is not descriptive. A new title is required 
that is clearly indicative of the invention to which the claims are directed. 
It is suggested that the title include HpyClI, the name of the restriction 
endonuclease of the instant application 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, 
manufacture, or composition of matter, or any new and useful improvement 
thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 1-7 and 13 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. The instant claims do 
not indicate the intervention of "the hand of man", which is required for pa- 
tent claims in the U.S., and read on the enzyme as it occurs in nature. The 
"recombinant enzyme" of claim 13 also reads on the enzyme as it occurs in na- 
ture since all proteins in nature are recombinant to some degree. Adding 
"isolated" or some similar phrase would overcome this rejection. 

Claims 1-2, 4-7, 9 and 12-13 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and dis- 
tinctly claim the subject matter which applicant regards as the invention. 

Claim 1 is incorrect in the recitation of "comprising" and "recognizing 
and cutting", which should apparently be "comprises the" and "recognizes and 
cuts" . 

Claim 1 is incorrect in the recitation of "SEQ ID No: 3". The correct 
recitation is "SEQ ID NO: 3". 

Claim 2 is incorrect in the recitation of "is from bioorganism" , which 
should be "is from a bioorganism" 
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Claims 4 and 5 are incorrect in the recitation of "SEQ ID NO : 1" . The 
correct recitation is "SEQ ID NO:l". 

Claim 5 does not further limit claim 1 and therefore does not comply 
with the requirements of 35 USC § 112 fourth paragraph. Claim 1 requires 
that the enzyme cut "at a particular sequence of nucleotides" and claim 5 re- 
quires that the enzyme cut "downstream of said DNA sequence of nucleotides" . 

Claims 5 and 13 are confusing and indefinite in the recitation of 
"upper strand" and "lower strand". What is the upper strand and what is the 
lower strand is entirely dependent upon the orientation of the DNA and DNA 
changes orientation constantly. A better way of describing this phenomenon 
is required such as giving the recognition sequences in both strands of the 
DNA and stating how many base pairs downstream from each the enzyme cleaves 
or drawing the DNA sequence with the cleavage point indicated. 

Claim 6 is incorrect in the recitation of "derived from microorganism", 
which should be "derived from a microorganism" 

Claims 7 is incorrect in the recitation of "the microorganism are...", 
which should be "the microorganism is..." 

Claim 9 is incorrect in the recitation of "sequence having the", which 
should be "sequence has the". The claim is also incorrect in the recitation 
of "SEQ ID NO : 2", which should be "SEQ ID N0:2". 

Claim 12 is incorrect in the recitation of "comprisings" , which should 
be "comprising" . 

Claim 13 is incorrect in the recitation of "SEQ ID NO : 3". The cor- 
rect recitation is "SEQ ID NO: 3". 

Claim 13 is incorrect in the recitation of "specifically recognizing... 
and cleaves". The tenses of the verbs do not correspond. Either the reci- 
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tat ion should be "that specifically recognizes...and cleaves" or else "specifi- 
cally recognizing...and cleaving" 

Claim 13 is also apparently incorrect in the recitation of "composing" 
on line 4, which should apparently be "comprising". 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

Claims 5 and 13 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the enablement requirement. The claim (s) contains 
subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. 

The instant claims state that the restriction endonuclease "cleaves DNA 
downstreanu.at the fourth base in the upper strand and the fifth base in the 
lower strand" . This is also stated in paragraph 34 as well as other places 
in the specification. To start with, "upper strand" and "lower strand" are 
confusing as what it upper and what in lower is entirely dependent upon how 
the DNA is oriented. Looking at Table 1, the first position shown (1325- 
1364) cleaves after the fourth base pair downstream (towards the 3' end) of 
the strand. The second position shown (1596-1635) shows the inverse comple- 
ment of the recognition sequence and it cleaving after the fourth base up- 
stream from this recognition site. The third position (4797-4836) shows 
again the inverse complement of the recognition sequence and it cleaving 
after the fifth base pair upstream. This is apparently not what is in the 
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instant claims and one of ordinary skill in the art would not be taught ex- 
actly where the enzyme cleaves. An explanation is required. 

Claims 8 and 10-11 are objected to as being dependent upon a rejected 
base claim. 

No art rejection is being made. After a search of the prior art the 
examiner can find nothing that would anticipate or make obvious the instant 
claims. All of the restriction endonucleases found for Helicobacter pylori 
in the prior art either have a different sequence from SEQ ID NO : 3 and/or the 
recognition sequence is different. 

Morgan, et al . (A-F) , Aras, et al . (U) and Lin, et al . (V) are cited as 
of interest. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Charles L. Patterson, 
Jr., PhD, whose telephone number is 571-272-0936. The examiner can normally 
be reached on Monday - Friday from 7:30 to 4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Ponnathapura Achutamurthy , can be reached on 571-272- 
0928. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-83 00. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status informa- 
tion for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available 
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through Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-217- 
9197 (toll-free) . 

Charles/ 2. Patterson, Jr. 
Primary Examiner 
Art Unit 1652 

Patterson 
April 18, 2006 



